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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
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1)E3 Responsive to communication(s) filed on 05 June 2006 . 
2a)[3 This action is FINAL. 2b)D This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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6) E3 Claim(s) 1-13 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) E3 The specification is objected to by the Examiner. 

10) |E) The drawing(s) filed on 05 June 2006 is/are: a)[>3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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12) [3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E) All b)D Some * c)D None of: 

1.0 Certified copies of the priority documents have been received. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Response to Amendment 

1. Claims 1 and 2 have been amended. Claims 1-13 are pending. 

2. New corrected drawings in compliance with 37 CFR 1.121(d) have been 
received. 

3. The objections to Specification are WITHDRAWN in view of the Amendment. 

4. The objections to claims 1 and 2 are WITHDRAWN in view of the Amendment. 

5. Applicant's arguments, see Remarks, on page 11, lines 6-9, filed 05 June 2006, 
with respect to claims 3-13 have been fully considered and are persuasive. The 
objection of claims 3-13 has been withdrawn. 

Examiner's Comments 

6. The Examiner suggests amending claim 1 as follows to more clearly define the 
structure of the apparatus: 

1 . Apparatus for measuring the strength of a person's respiratory muscles, wh i ch 
the apparatus comprisesing: 

a mouthpiece for the person T ; 

a flow transducer^ 

a variable orifice valve T ; 

a motor for operating the variable orifice valve T ; and 
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a microprocessor controller^ 

wherein the microprocessor controller being such that it controls the motor to 
cause the variable orifice valve to vary its orifice size in response to at least one of flow 
and pressure signals obtained consequent upon the person breathing into the 
mouthpiece, 

wherebyin the orifice size maintains a constant predetermined pressure and 
enables measurement of the flow rate generated by the person, or the orifice size 
maintains a constant predetermined flow rate and enables measurement of the 
pressure generated by the person. 

Specification 

7. The amendment filed 05 June 2006 is objected to under 35 U.S.C. 132(a) 
because it introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no 
amendment shall introduce new matter into the disclosure of the invention. The added 
material which is not supported by the original disclosure is as follows: "in response to 
at least one of flow and pressure signals obtained consequent upon the person 
breathing into the mouthpiece" (see Amendment, pp. 2, 3, and 5). 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 1-13 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

In claim 1, lines 7-9, the limitation "in response to at least one of flow and 
pressure signals obtained consequent upon the person breathing into the mouthpiece" 
was not properly described in the application as filed, and is considered new matter. 
Thus, it is not clear as to whether the Applicant had possession of the claimed invention 
as amended on 05 June 2006. Nowhere in the disclosure as filed described or 
suggested that the microprocessor controller controls the motor to cause the variable 
orifice valve to vary its orifice size in response to at least one of flow and pressure 
signals . 



Response to Arguments 

9. Applicant's arguments filed 05 June 2006 have been fully considered but they are 
not persuasive. 

On pages 1 1 -1 2 of the Applicant's Remarks, filed on 05 June 2006, the Applicant 
argues that "[t]hus the Jiang valve controller 5 is not as required by the Applicant's 
amended claim 1 , i.e. the Jiang valve controller 5 is not able to vary the orifice size of 
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the Jiang valve 4 in response to at least one of flow and pressure signals obtained 
consequent upon the person breathing into the mouthpiece, whereby the orifice size 
maintains a constant predetermined pressure and enables measurement of the flow 
rate generated by the person, or the orifice size maintains a constant predetermined 
flow rate and enables measurement of the pressure generated by the person." 
However, the amended limitation "in response to at least one of flow and pressure 
signals obtained consequent upon the person breathing into the mouthpiece" is 
considered new matter. Thus, it is not clear as to whether the Applicant had possession 
of the claimed invention as amended. The Examiner will interpret claim (excluding new 
matter) to describe that the microprocessor controller being such that it controls the 
motor to cause the variable orifice valve to vary its orifice size, whereby the orifice size 
maintains a constant predetermined pressure and enables measurement of the flow 
rate generated by the person, or the orifice size maintains a constant predetermined 
flow rate and enables measurement of the pressure generated by the person . 

Jiang's valve controller 5 controls the motor (see col. 5, lines 13-14) to cause the 
variable orifice valve to vary its orifice size (see col. 9, lines 32-36), which results in a 
constant predetermined pressure in mouthpiece (pipe) 1 and enables measurement of 
the flow rate or pressure generated by the person. Since Jiang anticipates the structure 
of claim 1 (excluding new matter), the 35 U.S.C. 102(b) rejection of claims 1-4, 6, and 
13 is MAINTAINED. 



Claim Rejections - 35 USC § 102 
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The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

10. Claims 1-4, 6, and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Jiang et al, US 6,030,350 A (hereinafter referred to as Jiang). 

Claim 1 : Jiang teaches an apparatus (see fig. 2), comprising: a mouthpiece 2; a 
flow transducer 11 (see col. 9, lines 60-61); a pressure transducer 7 (see col. 10, lines 
13-14); a variable orifice valve (shutter valve) 4 controlled by a motor (see col. 5, lines 
63-65); and a microprocessor controller (valve controller) 5. See Response to 
Arguments above. 

Claim 2 : Jiang teaches the pneumatic and electrical interconnections of the flow 
transducer 11, pressure transducer 7, control circuit (valve controller) 5, and 
microprocessor control means 16. 

Claims 3 and 4 : Jiang teaches the microprocessor control means 16 as a standard 
personal computer including a circuit, display means (display screen), and a keypad 
(see fig. 2). 

Claims 6 and 13 : Jiang teaches a rotary or flat plate variable orifice valve 4 as a 
shutter type valve (see col. 5, lines 63-65). 

11. Claims 1, 2, and 6-12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Holscher, US 6,630,41 1 A (hereinafter referred to as Holscher). 

Claims 1, 2, and 6-12 : Holscher teaches an apparatus (see fig. 1), comprising: a 
mouthpiece (inlet tube) 20/130; a flow transducer 18; a pressure transducer 16; a rotary 
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variable orifice valve 14, which comprises an triangular shaped orifice, a cylindrical 
member and a sleeve; a motor 78 (see fig. 5); and a microprocessor controller 26, the 
microprocessor controller 26 being connected to the pressure transducer 16 and flow 
transducer 18. 

12. Claims 1-4 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hillsman, WO 98/14115 A (hereinafter referred to as Hillsman). 

Claims 1-4 and 13 : Hillsman teaches an apparatus (see fig. 2), comprising: a 
mouthpiece (not labeled); a flow transducer 4; a pressure transducer 5; a flat plate or 
rotary variable orifice valve 3 (see figs. 3A, 3B, 3C); a motor 28; a display 6and a 
microprocessor controller (computer) 14, the microprocessor controller 14 being 
connected to the pressure transducer 5 and flow transducer 4. Although not disclosed 
in Hillsman, it is well known in the art that a keypad/keyboard and microprocessor circuit 
would be connected to or included within the "computer" 14. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

13. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jiang et 
al, US 6,030,350 A, as applied to claim 1 above, and further in view of either Bacaner et 
al, US 4,966,141 (hereinafter referred to as Bacaner). 
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Claim 5 : Jiang does not teach the mouthpiece has a flange. However, Bacaner 
teaches a disposable mouthpiece 200 including a flange 203 (see fig. 19 and col. 19, 
lines 52-53). Thus, it would have been obvious for one of ordinary skill in the art at the 
time the invention was made to modify Jiang's mouthpiece to include flange as taught 
by Bacaner in order to provide a disposable mouthpiece that effectively engages the 
face of the patient surrounding the mouth (see Bacaner, col. 19, lines 55-57). 

14. Claims 7-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jiang et al, US 6,030,350 A, as applied to claim 6 above. 

Claims 7-12 : Jiang teaches using many suitable valves and valve controllers are known 
and available, such a balloon valve or shutter valve which can be opened and closed by 
a motor (see col. 5, lines 58-65). Jiang does not explicitly teach the type of valve 
structures in claims 7-12. However, at the time the invention was made, it would have 
been an obvious matter of design choice to a person of ordinary skill in the art to have 
the valve structures claimed because Applicant has not disclosed that these valve 
structures provides an advantage, is used for a particular purpose, or solves a stated 
problem. One of ordinary skill in the art, furthermore, would have expected Applicant's 
invention to perform equally well with a balloon valve or shutter valve because Jiang 
states that these valves are suitable valves for obstructing airflow (see col. 5, lines 39- 
65). Therefore, it would have been obvious matter of design choice to modify Jiang to 
have a valve assembly 4 as specified in claims 7-12. 
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Conclusion 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Navin Natnithithadha whose telephone number is (571) 

272- 4732. The examiner can normally be reached on Monday-Friday, 8:00-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Navin Natnithithadha 
Patent Examiner - GAU 3735 
01 August 2006 
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